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AIMS AND SCOPE 

Postscripts is the official publication of American Medical 
Writers Association (AMWA) Pacific Southwest chapter. It 
publishes news, notices, job postings, and articles of interest in 
all areas of medical and scientific writing and communications. 
The scope covers clinical and regulatory writing, scientific 
writing, publication planning, continuing medical education 
(CME) and physician/patient education, social media, current 
regulations, ethical issues, medical writing training and 
certification, and good writing techniques. 

MISSION STATEMENT 

The mission of Postscripts is to facilitate the professional 
development of medical writers and serve as a tool to advance 
networking and mentoring opportunities among all members. 
Towards this mission, Postscripts publishes significant 
advances in issues, regulations and practice of medical writing 
and communications; skills and language; summaries and 
reports of meetings and symposia; and, book and journal 
summaries. Additionally, to promote career and networking 
needs of the members, Postscripts includes news and event 
notices covering AMWA Pacific Southwest Chapter activities. 

SUBSCRIPTION: Postscripts is published monthly except in 
January and July. The magazine is available as an open access 
publication and is currently distributed online only. 

INSTRUCTION FOR CONTRIBUTORS: We consider articles 
on any topic of interest to our membership. It is helpful to look 
at the past December issues for year-end table of contents, and 
browse past issues for style and type of articles published. We 
welcome contributions from AMWA members. Non-member 
contributions are generally by invitation by the Editor or any 
member of the Chapter's Board. Detailed instructions are 
provided in the December 2015 issue, Postscripts 
2015;5(39):204. 

ADVERTISING: Postscripts is an advertising-free magazine. 
However, articles describing products and services relevant to 
medical writers, editors and communicators may be considered 
or solicited. As a service to our members, they may submit 
advertisements for their services or products for free. Please 
contact the Editor. 

WEBSITES: 

Chapter website: http:// www.amwa-pacsw.org 
AMWA website: http://www.amwa.org 
Postscripts: http ://issu u . com/postscri pts 
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permission to use or display their work in any form or medium.) 

Design and typesetting by Ajay Malik. 

66 POSTSCRIPTS | VOL 6, NO. 43 | MAY 2016 


EDITOR 

Ajay K Malik, PhD 
ajay@amwa-pacsw.org 

EDITOR-AT-LARGE 

Susan Vintilla-Friedman, MWC 
president@amwa-pacsw.org 


AMWA Pacific Southwest Chapter 
Leadership — 

President 

Susan Vintilla-Friedman, MWC 
president@amwa-pacsw.org 

Immediate Past President 

Donna Simcoe, MS, MS, MBA, CMPP 
past-president@amwa-pacsw.org 

Treasurer 

Elise Sudbeck, PhD 
treasurer@amwa-pacsw.org 

Secretary 

Brea Midthune, PhD 
secretary@amwa-pacsw.org 

Arizona Liaison 

Amy Van Gels, DVM 
AZIiaison@amwa-pacsw.org 

Membership Coordinator 

Gail Flores, PhD 

membership-coordinator@amwa-pacsw.org 

Employment Coordinator 

Sharyn Batey, PhD 

employment-coordinator@amwa-pacsw.org 

Outreach Coordinator 

Asoka Banno, PhD 

outreach-coordinator@amwa-pacsw.org 

Website Coordinator 

Laura J Cobb, PhD 

website-coordinator@amwa-pacsw.org 

Newsletter Editor 

Ajay K Malik, PhD 
ajay@amwa-pacsw.org 

AMWA Pacific Southwest Conference Chairs 

Jacqueline A Dyck-Jones, PhD, MSc 
Jennifer Grodberg, PhD, RAC 


Banner Photo Art by Chip Reuben, www.photoartwindows.com / Red phone booth. By Petr Kratochvil, publicdomainpictures.net 


In this issue . . 


POSTSCRIPTS 

May 2016 | Volume 6, No.43 


• From the President's Desk — Susan Vintilla-Friedman, MWC 

• Editor's Desk: Digital Health and Internet of Things — Ajay K Malik, PhD 

FEATURES 


• Jellyfish Diapers — Rebecca J. Anderson, PhD 

• Praxis: Reading Like a Reader — Hope J Lafferty, AM, ELS 

MEDICAL COMMUNICATIONS, PUBLICATION PLANNING 


• AMA-zing Style — the AMA Manual of Style Column 

— Dikran Toroser, PhD, CMPP 


FREELANCE 


68 

69 


71 

72 


74 


• To Borrow a Page From the Freelancers Book — Lamia Merabet, MS, MBA ... 77 

CAREER 


• Biotech Connection Los Angeles’ Bioscience Career Connections 

— Lisa Charles, MPH 76 

• Medical Writing Open Positions — Sharyn Batey, PharmD, MSPH 80 

DEPARTMENTS 

• New Members 79 

• Chapter Upcoming Events Calendar 82 

• Backpage: Limerick 84 


ACKNOWLEDGEMENT 

Many thanks to Clare Prendergast, MA (Norton Thoracic Institute, Phoenix, Arizona) 
for copyediting and proofreading this issue. 


COVER: 

Bryce Canyon National Park, Utah. By DeeAnn Visk. 2016. 


POSTSCRIPTS | VOL 6, NO. 43 | MAY 2016 67 


From the President's Desk 


One of the many benefits of living in California is how much the 
state has to offer - for example, we have two large and thriving 
AMWA chapters. The AMWA Pacific Coast Conference in San 
Francisco last month was a success and a great opportunity to 
connect with our Northern California members. Thanks in 
particular to Caren Rickhoff and Arushi Shinha for all their hard 
work putting it together, and to our own chapter members who 
shared their expertise in the early planning stages. As a reminder, 
our current plan is to present the conference here in San Diego in 
the spring of 2017. These conferences are special events because 
they include workshops for credit along with presentations and 
networking opportunities. If you are interested in helping us plan 
the event please do contact me at president@amwa-pacsw.org. 

Our May issue begins with an amusing invention (biomaterial from 
jellyfish) and ends with a limerick, and includes lots of useful 
information in between. Hope Lafferty examines the importance of 
critical reading for writers, and Dikran Toroser discusses data 
sharing and modem implications for ownership and public access. 
Two of our writers report on recent meetings of interest — Lisa 
Charles reviews a career fair hosted by Biotech Connection Los 
Angeles at the University of Southern California, and Lamia 
Merabet recaps our April Pacific Southwest Chapter teleconference 
on starting a medical writing business. (This is a topic of such 
direct interest to our members that we are hoping to continue the 
discussion soon as a chapter presentation.) Sharyn Batey also 
provides an update of open positions for medical writers that have 
been posted recently. 

We are excited to welcome a new member to our chapter 
leadership: Garima Chaudhry, who will be helping us with 
outreach efforts in the Thousand Oaks and North Los Angeles area. 
Our chapter is committed to providing member events to serve our 
widely distributed geographic area, which is a challenge, so we are 
interested in hearing your ideas for events. We are always open to 
new ideas, including digital outreach and the more traditional get- 
togethers at the local pub! 

Happy Memorial Day (coming soon) 

Susan Vintilla-Friedman, MWC 
President, AMWA Pacific Southwest Chapter 
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EDITOR'S desk 

Digital Health and the 
Internet of Things 

Jellyfish may lack brains but, as Rebecca Anderson 
points out (page 71 of this issue), they are excellent 
material for making high-tech diapers. Now imagine 
incorporating a few sensors in that diaper 
communicating with an app on a smartphone. What 
you end up with is a medical device to prevent 
diaper rash with the brains of an app managing this 
system. This is how digital medicine is slowly 
integrating into our lives, one diaper at a time. Such 
advances raise a lot of questions, for example, is 
this connected diaper now a medical device that 
warrants regulation by the Food and Drug 
Administration (FDA)? How is the FDA handling this 
class of software and web-connected products? To 
learn about this, let’s pay a visit to the FDA and 
review the current landscape. 

The mission of the FDA is to "protect" and "advance” 
public health. The FDA protects public health by 
ensuring safety, efficacy, and security of medical 
interventions (ie, drugs and devices), food supply, 
cosmetics, and radiation-emitting devices and 
products; "protecting" public health also involves 
oversight of manufacturing and supply chain of 
drugs, devices and tobacco products. FDA 
advances public health by approving new drugs and 
devices based on the weight of safety and efficacy 
evidence. 

Software as a Device: The 1976 Medical Devices 
Amendment to the Federal Food, Drug and 
Cosmetics Act grants the FDA authority to regulate 
software. As the amendment's name suggests, this 
authority is exercised by the FDA's Center for 
Devices and Radiological Health (CDRH). The 
application process for CDRH review of a new 
device follows a risk-based classification system: 

• Class I devices: low or no risk (eg, tongue 

depressors, etc) 

• Class II devices: moderate risk or well understood 

devices (heart-rate monitors, scanning devices, 

etc) 

• Class III devices: high risk (eg, pacemakers, 

catheters, knee replacements, etc) 

Historically, software has been reviewed under the 
medical device data systems (MDDS) category and 
across all 3 classes, depending on the claims and 
intended use. 




Device Review and Approval Pathways: 

1. 510(k) pathway: If a class II device can claim 
"substantial equivalence" to a predicate device 
(ie, preexisting device on the market), it can cite 
the predicate device's cumulative safety and 
efficacy experience, based on which the FDA may 
grant 510(k) premarket notification allowing 
marketing of the device. 

2. PMA pathway: A class III device or a class II 
device without a predicate must provide stand- 
alone safety and efficacy data for FDA review. 

The FDA grants premarket approval (PMA) for 
these devices, allowing the sponsor to market the 
device. 

3. de novo pathway: The sponsor can request 
reclassification of any new device that lacks a 
predicate to class I or class II based on claims 
and perceived risks. 

The FDA Confronts the Tsunami of Digital Health 
Products 

With several thousands of health apps already in 
app stores and an impending tsunami of wearables 
and connected devices, the digital health cork has 
left the champagne bottle. But the FDA has done a 
marvelous job of steering itself ahead of the curve. 
Most notable is the FDA's Enforcement Discretion 
(ie, no FDA action) — the FDA chose not to subject 
several categories of health apps and digital 
healthcare software to the established regulatory 
regime, paving the way for further innovation and, as 
the FDA's own mission states, promoting public 
health. The FDA in 2011 also released a Mobile 
Medical Apps Guidance document (updated in 2015) 
that clarified its position as follows: 

• Medical apps will be regulated as medical devices 
based on claims made and informed risks. 
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• Mobile platform (eg, Android, iOS, BB, etc) will not 

be subject to regulation. 

• MDDS has been down-classified from class III to 

class I. Thus, most health software will not be 
subject to regulation. 

• Software making general wellness claims will not 

be subject to regulation. (The FDA has issued 
another guidance "General wellness: Policy for 
low risk devices" on this topic.) 

• Key determinant for regulatory review is “Will the 

patient be harmed if the software fails?” 

Across the pond, the UK and European Union have 
also published guidance documents. The UK’s 
guidance states that words, such as, detects, 
measures, or diagnoses will trigger a need for 
regulatory review and obtaining CE mark before 
marketing. 

The Internet of Things (loT) and Clinical Decision 
Support (CDS) Software 

Our jellyfish diaper with sensors and apps is one tiny 
peek into the world of the loT. Simply put, the loT is 
a physical device with sensors that collects and 
transmits medical information. Here again the FDA is 
almost in step with the advances in technology. Last 
July, the FDA cleared an ingestible sensor designed 
to measure drug adherence outside a hospital 
setting. The sensor, made by Proteus Digital Health, 
Redwood City, California, can be incorporated in a 
pill and transmits data over WiFi to linked computers 
in a doctor's office. So, there is now a precedent for 
regulatory pathway for loT-based products. 

However, the regulatory pathway for CDS is still a 
construction zone. CDS combines electronic health 
records and Health IT infrastructure (neither of which 
requires regulatory review) with medical devices and 


the loT that may fall under the regulatory umbrella. 
Together this architecture promises to aid in 
providing diagnostic and medical decisions with little 
or no clinician input. This system definitely needs 
FDA oversight, as the risk of software/system failure 
has major consequences for a patient's health. The 
FDA plans to issue guidance on CDS in near future. 

The loT and CDS have brought forth new issues: 
privacy concers and data sharing. While privacy 
issues are beyond the scope of this discussion, read 
Dikran's article on page 74 on data sharing, though 
in a different context. 

Our Generation's Steam Engine 

The FDA's support and guidance so far have 
provided a strong tailwind for innovation in digital 
health and the loT. These are the steam engines of 
our generation that will transform health delivery, just 
as the introduction of penicillin transformed 
healthcare nearly 100 years ago. Digital health will 
not be cheap, but we will find a way to pay for it(!) or 
just innovate our way to cheaper and better options. 
One thing is clear though; we are privileged to be 
given a front-row seat and experience the drama of 
this technological revolution as it unfolds. As medical 
writers, we can write the first books on this 
revolution. 

— Ajay K Malik, PhD 
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Brain Candy 


Jellyfish Diapers 

By Rebecca J. Anderson, PhD, AMWA Pacific Southwest Chapter Member 


Researchers at Tel Aviv University have come up 
with a way, in a single stroke, to solve two annoying 
problems: slimy jellyfish and smelly diapers. Few 
people have anything nice to say about jellyfish. For 
the most part, they are simply stinger-studded slime 
that harass unsuspecting swimmers and destroy fish 
nets, clog cooling equipment, and disable power 
plants, among other things. 

Smelly diapers are also annoying (and bad for the 
environment). In the US alone, 27.4 billion 
disposable diapers are dumped into landfills each 
year, accounting for more than 3.4 million tons of 
waste. That’s a lot of potty poo. In addition, those 
“single-use” diapers are made from durable 
petrochemicals (ie, plastics) and outlive their clients 
by 500 years. 

Can you imagine the conclusions that 24 th century 
archeologists will draw from these unearthed 
artifacts? Future museums will exhibit relics from an 
ancient civilization whose ritualistic ceremonies 
centered on preserving precious bits of mummified 
excreta in individual protective wrappers that were 
packed in huge pits for some unknown cosmic or 
holy purpose. Chemical analysis of the droppings 
will reveal that the population subsisted largely on a 
diet of milk and pureed vegetables. 

But back to the jellyfish. Jellyfish are no friends of 
the environment either. These creatures with “no 
brain” thrive in overfished oceans with rising 
temperatures and acidified waters. They compete 
with bigger fish, whales and smarter creatures with 
brains for food — jellyfish not only prey on creatures 
higher in the evolutionary tree, but also feed on fish 
and plankton, further marginalizing ocean mammals. 


It turns out that those slimy creatures have spent 
millions of years perfecting a tough but permeable 
membrane that can trap liquid (up to 90 percent of 
its body mass). Now, in a secret process, Israeli 
scientists have turned that jelly-bio-slime into a dry, 
flexible, and strong material called Hydromash. It’s 
superabsorbent and biodegradable — it disintegrates 
within a month! Throw in some nanoparticles for 
flexibility, color, scents, and antibacterial properties, 
and voila! You can make eco-friendly Hydromash 
products like medical sponges, paper towels, and 
tampons. 

But the product that Cine’al, Ltd. (an Israeli start-up 
company) is most interested in developing is a bio- 
degradable diaper. Many applaud their efforts, but I 
envision a few speed bumps on the way to the store 


shelf. 

First, the preclinical safety studies. Have you ever 
tried to slap a pad on the rump of a beagle or 
monkey? Those animals (especially monkeys) will 
find creative uses for Hydromash diapers that the 
scientists at Cine’al never dreamt of. Needless to 
say, moisture absorbency will be only a small part of 
the diaper dataset. 

Next, the clinical trials. This is where investigators 
will confirm whether the company’s secret process 
really takes the stingers out of the jellyfish material, 
as they claim. Also, sell-by date labels will be a 
critical issue for a product that disintegrates in 30 
days. And what would be the storage conditions? 
You certainly don’t want a Hydromash diaper to fall 
apart when you’re hauling your kid in a car seat on a 
busy Saturday afternoon. 

Regulatory approval, on the other hand, should be a 
snap, especially in countries where 
pharmacoeconomics is a factor. There are too many 
jellyfish in the sea and too many Pampers in 
landfills. Harvesting jellyfish will save governments 
millions of dollars in harbor cleanup costs, and at the 
same time, the piles of dirty diapers in landfills will 
be drastically reduced. 

However, marketing could still be a problem. It will 
take a clever marketer, indeed, to convince mothers 
to swaddle their babies’ bottoms in a mush from 
jellyfish. Images of slime, stingers, and such are 
hard to overcome, no matter how much of a quicker- 
picker-upper it is. And, let’s not even get into a 
discussion about Hydromash tampons. 

REBECCA J ANDERSON, PhD, is a freelance 
medical writer and the author of two books, 

Nevirapine and the Quest to End Pediatric AIDS 
and Career Opportunities in Clinical Drug 
Research. Prior to medical writing, Dr. Anderson 
managed research and development projects for 
twenty-five years in the pharmaceutical/biotech industry. She 
holds a PhD in pharmacology from Georgetown University. 

She lives in Southern California, and when she is not writing, 
she absorbs the sights and sounds of the West Coast’s rich 
culture and heritage. She can be reached at 
rebeccanderson@msn.com. 
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Praxis 

By Hope J Lafferty, AM, ELS, AMWA Southeast Chapter Member 


Reading Like a Reader 

It would seem obvious that a person with an 
advanced degree would have read a lot during their 
academic career. Love of reading seems 
synonymous with academic life. In fact, one of the 
first questions that I ask my coaching clients is “What 
do you read?” 

This question is typically met with a pregnant pause, 
then some stammering in an effort to answer the 
question and still sound smart. Their responses vary 
between novels, the newspaper, and lots of stuff 
online. And of course academic articles. 

From my clients’ responses, I guess they think this is 
a trick question. It kind of is. In a publish-or-perish 
world, reading seems less than important. A 
secondary pursuit. A distraction even. As a young 
writer myself, I scoffed at the suggestion that I 
needed to read more. In my mind, I needed to write 
more. Reading, I was good at. Writing, I needed to 
practice. 

I have come to believe, though, that if I wanted to 
get good at writing, I indeed needed to read more. 
And not just any reading. I needed to read more in 
the genre in which I intended to write. The same 
goes for those who work as research scientists and 
medical writers. 

The good news is that my clients read a lot of the 
academic literature in their field (on just how my 
clients read that writing, see next month’s column 
“IMRAD Has a Design Flaw”). The tragic news is that 
the writing that they are reading is not always well 
written. 

At the risk of declaring that the emperor has no 
clothes, not every journal has an editorial 
department. So the quality of scientific writing — and 
hence its reading — varies widely. Manuscripts are 
judged by their science and only receive writing 
critique from the peer reviewers if the author is an 
obvious nonnative English speaker. 

The published scientific literature has the power to 
reinforce writing conventions — good or bad, 
contemporary or outdated. So journals that have 


editorial departments ( New England Journal of 
Medicine, The Lancet, and JAMA, to name a few) 
offer better writing. Journals that do not have an 
editorial department or expect either the peer 
reviewers, the editorial board (of other scientists), or 
the page designers (heavens!) to edit or at least 
proofread the piece release poorer quality writing 
into the published literature (I will not offer examples 
of these because I prefer to protect the innocent). 

Despite the quality of the writing, published articles 
with compelling science have built-in audiences. And 
just because something got published elevates it as 
an example of publishable writing, even if it’s not all 
that great. Nonwriters throughout the scientific world 
use these poorly written articles to support their work 
and the bad writing gets reinforced — and 
replicated — without critique. 

I do not suggest that we stop reading journals that 
publish less-than-spectacular writing. However, the 
more we read, the more we are able to judge good 
writing vs bad. And with more deliberate 
consumption of writing, we can view our own writing 
as an audience member and perhaps improve our 
writing with the understanding of a reader. 


HOPE J LAFFERTY, AM, ELS, has run her writing 
and training consultancy, Hope Lafferty 
F Communications, since 2009. Over her career, 

■ she has worked as a writer in radio, high tech, 
engineering, instructional design, and medical 
research. Hope completed certificates in medical 
writing and editing from AMWA and the University of Chicago 
and in training from the Association for Talent Development. 
She serves as AMWA Annual Conference Chair-Elect and 
President-Elect of the Board of Editors in the Life Sciences 
(BELS). When she’s not webcasting, podcasting, or otherwise 
modeling good writing practice, she takes road trips with her 
musician husband and comedian dog. Connect with Hope at 
hope@hopelafferty.com. 
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Write 


Think 


well 

well 



Communicating science is complex. Ever feel like the process of writing is getting 
in between you and successfully communicating your ideas? 

The less we have to think about our writing, the more we can actually think. 

Hope Lafferty Communications offers trainings and e-learning modules about writing 
for professionals and scientists to make complex ideas compelling and clear. Clear thinking 
leads to clear writing. Clear writing leads to clear thinking. 

Write well. Think well. 


Learn more and get a free copy 

of the Top 10 Writing Mistakes at hopelafferty.com 

432 207-HOPE (4673) | hope@hopelafferty.com 



Hope Lafferty Communications 


POSTSCRIPTS | VOL 6, NO. 43 | MAY 2016 73 





AMA-zing Style — the AMA Manual of Style Column 

By Dikran Toroser, PhD, CMPP, Amgen Inc., Thousand Oaks, Calif. 


Ownership and Control of Data — A Rapid Evolution 


Data sharing is the practice of making research 
data available to other investigators, and has a long 
history in science. Transparency and openness are 
considered by many to be part of the scientific 
method. In light of the recent data sharing 
proposals 1 by the International Committee of 
Medical Journal Editors (ICMJE), the AMA Manual 
of Style (10 th edition) is a useful resource to 
examine relevant history and tradition in this area. 

Intellectual Property: Ownership, Access Rights, 
and Management. Intellectual property (IP) is a 
legal term for that which results from the creative 
efforts of the mind and that which can be owned, 
and subject to competing claims. The AMA manual 
states that 3 main topics in IP may be relevant: 

i. copyright (the law protecting authorship and 
publication), 

ii. patent (the law protecting invention and 
technology), and 

iii. trademark (the law protecting words and 
symbols used to identify goods and services in 
the marketplace). 

Ownership and Control of Data. The term property 
in scientific knowledge is not new, but recent 
advances in medicine and economic factors have 
fueled disputes. Data in biomedical research are 
increasingly complex and now include extremely 
large data-sets. Recent public sentiment has 
increasingly driven scientific data to become a 
“public good,” regardless of the source of funding 1 ; 
eg, The NIH has a policy on data sharing stating 
that "data should be made as widely and freely 
available as possible while safeguarding the privacy 
of participants and protecting confidential and 
proprietary data." 

Ownership of Data. The NIH policy defines final 
research data as "recorded factual material 
commonly accepted in the scientific community as 
necessary to document, support, and validate 
research findings." The NIH definition does not 
include summary statistics; rather, it pertains to the 
data on which summary statistics are based. In 
scientific research, 3 primary arenas exist for 
ownership of data: the government, the commercial 
sector, and academic or private institutions or 
foundations. 

Any information produced by an office or employee 
of the US federal government in the course of his or 
her employment is owned by the government. Data 


produced by employees in the commercial sector 
(eg, a pharmaceutical, device, or biotechnology 
company) are most often governed by the legal 
relationship between the employee and the 
commercial employer, granting all rights of data 
ownership and control to the employer. 

Data Sharing, Storage and Risk. The notion that 
data should be shared with others for review, 
criticism, and replication is a fundamental tenet of 
the scientific enterprise. Sharing research data 
encourages scientific inquiry, permits reanalyses, 
promotes new research, facilitates education and 
training of new researchers, permits creation of new 
data sets when data from multiples sources are 
combined, and helps maintain the integrity of the 
scientific record. Yet the practice of data sharing has 
varied widely, and it was not until relatively recently 
that guidelines for data sharing were developed. 2 

Although data sharing is essential for research, 
significant costs and risks do exist. These include 
financial obstacles for data storage, loss of 
academic or financial reward; risk of exploitation by 
competitors; and breaches of confidentiality. The 
potential discovery of error is clearly beneficial, and 
for research involving human subjects, processes to 
maintain confidentiality for individual study 
participants must be implemented. A number of 
research sponsors and governmental agencies have 
developed policies to encourage data sharing. For 
example, in 2003, the NIH began requiring 
investigators to include a “plan for data sharing" in 
all grant applications requesting $500,000 or more 
in direct costs. 

Data Sharing, Deposit, Access Requirements of 
Journals. In 1985, the US Committee on National 
Statistics released a report on data sharing that 
continues to serve as a useful guide for authors and 
editors. Among the recommendations, the following 
have specific relevance for scientific publication. 

Data sharing should be a regular practice. Initial 
investigators should share their data by the time of 
the publication of initial major results of analyses of 
the data except in compelling circumstances, and 
they should share data relevant to public policy as 
quickly and as widely as possible. However, current 
policies on data sharing for research institutions and 
for scientific journals are highly variable. 

Authors of scientific publications should anticipate 
which materials are likely to be requested and 
should state in the "Materials and Methods" section 
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or elsewhere how to obtain them. Many scientific 
journals (eg, Science, Nature) already require 
authors to submit large data-sets (eg, protein or 
DNA sequences, microarray or molecular structure 
data) to approved, accessible databases and to 
provide accession numbers as a condition of 
publication. It is appropriate for authors and journals 
to include links to public repositories for such data in 
the Acknowledgment sections of articles. 

Some journals have other conditions of publication 
that require authors to deposit specific information 
about their research in a public repository or archive, 
although this is not data sharing perse. For 
example, following the recommendations of ICMJE, 3 
biomedical journals that publish clinical trials require 
authors to have registered their trials in approved, 
publicly accessible trial registries and to provide 
registration identifiers as a condition of publication. 

Manuscripts Based on the Same Data. An editor 
may receive 2 or more manuscripts based on the 
same data (perhaps even with contradictory 
interpretations and conclusions). The editor should 
consider each manuscript on its own merit (perhaps 
asking reviewers to examine the manuscripts 
simultaneously). Authors should attempt to resolve 
disputes over contradictory interpretations before 
submission. However, publishing the competing 
manuscripts with an explanatory editorial may allow 
readers to see and understand both sides. 

See pages 179 to 185 in the AMA Manual of Style 
10 th edition for additional information. 

Acknowledgement: Thanks are due to Ajay Malik, 
PhD, for editorial input. 
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DIKRAN TOROSER, PhD, CMPP, a member 
of the AMWA Pacific Southwest chapter, is a 
regular contributor to the Postscripts 
magazine since 2012. He developed the 
monthly AMA-zing Style column which 
covers topics from the AMA Manual of Style, 
and has also written on publication-related 
topics in these pages. Dikran is currently a Senior Medical 
Writing Manager at Amgen Inc. in Thousand Oaks, California. 
He earned his PhD in Biochemistry from Newcastle University 
(UK), and did his postdoctoral training in biochemical genetics 
at the John Innes Center of the Cambridge Laboratory 
(Norwich, UK) and in molecular biology with the USDA. Prior to 
Amgen, Dikran was on the faculty (research) at the School of 
Pharmacy at the University of Southern California. He can be 
reached at dtoroser@amgen.com. 
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Meeting Report 


Biotech Connection Los Angeles' Bioscience Career Connections 

By Lisa Charles, MPH 



On April 19, 2016, Biotech Connection Los Angeles (BCLA) hosted a 
successful career fair, Bioscience Career Connections, at the University of 
Southern California. This day-long event was a perfect balance of 
workshops, information sessions, and networking opportunities. It was 
attended by over 100 graduate students, postdocs, and young 
professionals. 




During the morning session, the two workshops on interviewing skills and 
resume writing/Linkedln were led by Zach Marks, one of the cofounders of 
Oystir. Utilizing his extensive expertise in streamlining the application 
materials for job candidates - especially the candidates with a PhD who 
are seeking non-academic jobs - Zach provided up-to-date tips on how to 
develop targeted resumes that are results-oriented. He also discussed 
how to prepare for various types of interviews, whether they are on the 
phone, online or in a group setting. Further, Zach provided valuable 
insights on how to build a stellar Linkedln profile that is readily accessible 
to recruiters and which helps to foster professional connections. The 
engaged audience participated in critiquing an elevator pitch, and they 
raised questions about how to approach some of the tricky behavioral 
questions that are asked during interviews. 

The afternoon session was even more interactive. Attendees met with 
recruiters from One Lambda, Kite Pharma, Episona, Gilead Sciences, and 
the Keck Graduate Institute. This was a great opportunity to gain in-depth 
information about the companies and the types of candidates they were 
looking for. Attendees also received valuable one-on-one resume editing 
sessions with the USC Career Center. The day ended with a networking 
mixer in a relaxed atmosphere. 


LISA CHARLES, MPH is a science/health writing consultant. She utilizes 
her public health background and biomedical research experience to 
develop educational, fundraising, and publicity-related content on a wide 
variety of topics. These include disease states, global health, emergency 
preparedness, water science research, and sustainability. Her writing and 
editing portfolio includes patient guidebooks, abstracts, slide and poster 
presentations, articles, reports and press releases. Connect with Lisa at 
lisaccharles@gmail.com 




76 POSTSCRIPTS | VOL 6, NO. 43 | MAY 2016 



To Borrow a Page From the Freelancers Book 

Lamia Merabet, MS, MBA, AMWA Pacific Southwest Chapter Member 


On April 1 st , 2016, an AMWA Pacific Southwest 
Chapter Lunch Teleconference was held. The theme 
revolved around starting one’s own medical 
communication writing business. The Chapter’s 
monthly lunch teleconferences are organized by our 
past-president, Donna Simcoe, and are open to all 
members and non-members interested in medical 
writing. 

The audience asked the following questions during 
the teleconference about how to start a medical 
communication writing business: 

• What is the nature of the services? What are 
the areas of specialization? 

• Which business structure is chosen most 
often, and why? 

• What triggers the choice for a particular 
business structure? 

• How could the business evolve over time? 

• What are the associated costs? 

• What protection, insurance to contract? 

• How to build clientele? 

Donna Simcoe strongly recommends collecting 
relevant information from the Internet as well as 
attending entrepreneur-directed seminars (see 
references). 

The array of business consulting structures, 
spanning from Sole Proprietorship, Partnerships (LP 
and GP), Limited Liability Company (LLC) to 
Corporate, was further described through shared 
experiences. These business options are defined 
below, along with administrative steps to register the 
business. 

Sole Proprietorship. It is set up to allow an 
individual to own and operate a business. A sole 
proprietor has total control, receives all profits from 
and is responsible for taxes and liabilities of the 
business. When applicable, a Fictitious Business 
Name Statement must be filed with the county 
where the principal place of business is located. 1 
The business is registered with the local Chamber of 
Commerce, and assigned a D&B (D-U-N-S® 
Number, which stands for data universal number 
system, which is a unique nine-digit identifier for 
businesses). It is used to establish a business credit 
file. 2 

Limited Partnership (LP). Shares are defined and 
responsibilities are attributed in an LP. A California 
LP may provide limited liability for some partners. 
There must be at least one general partner who acts 
as the controlling partner and one limited partner 


whose liability is normally limited to the amount of 
control or participation of the limited partner. 6 

General Partnership (GP). A California GP must 
have two or more persons engaged in a business for 
profit where all partners are liable jointly and 
severally for all obligations of the partnership. Profits 
are taxed as personal income for the partners. 6 

Limited Liability Company (LLC) allows owners to 
concomitantly work at the company for non- 
competing activities. A California LLC generally 
offers liability protection similar to that of a 
corporation but is taxed differently. Domestic LLCs 
may be managed by one or more managers or one 
or more members. In addition to filing the applicable 
documents with the Secretary of State, an operating 
agreement among the members as to the affairs of 
the LLC and the conduct of its business is required. 6 

Self-Corporation. A more structured organization 
would be to “incorporate” yourself. A California 
corporation generally is a legal entity which exists 
separately from its owners. While normally limiting 
the owners from personal liability, taxes are levied 
on the corporation as well as on the shareholders. 6 
It appears that the fiscal advantage is worth the 
commitment in terms of time and effort to set it up. 
The business owner can eventually accept 
shareholders and divide up the share, might pay 
oneself as an employee, and has the obligation to 
contribute to the Employment Disability Department 
(EDD). All listed employees of the business would 
receive an Employee Identification Number filed 
through the Internal Revenue Service. 

It is noteworthy to consider switching a business 
structure from consulting or sole proprietorship to a 
corporation, bringing a new dynamic with potential 
tax benefits. 

Flexibility is the key in addressing the clients’ 
contracting request. While some prefer contracting 
with an Independent or through a proprietorship or 
LLC, other clients may only do business with a 
contract organization. 

The initial setup of the business is not onerous, 
considering working from home. The basic 
investment includes a good laptop, a phone, a 
functional desk, and an ergonomic chair. Most 
business expenses are tax-deductibles, including 
travels and cost of utilities. There are additional 
costs with regard to the business registration, 
accountant and legal counseling fees, 
teleconference memberships, and insurance. 
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Administrative tasks such as resource management, 
payroll, accountancy, and tax-filing are time- 
consuming and should be streamlined by using a 
service provider. For instance, Bank of America was 
recommended at the teleconference for their Intuit® 
system to manage the payroll, to take care of 
quarterly taxes, EDD, and Unemployment filing for a 
monthly fee of $12. The business owner remains in 
charge of the 1099 Form to reconcile, which can be 
done using Quick Books. 

The nature of the business is crucial in determining 
the need for a professional insurance that protects 
any properties, assets, and the business itself for the 
business owner and all potential legal partners. 

The scope of the project, precedence of contracts, 
and collaborative history are factors that impact the 
decision to contract an insurance. Clients might 
request sub-contractors to be insured. 

Building up the business appeals to soft skills, social 
presence, and networking. 

Tremendous experiences were shared on 
involvement in several organizations, committees 
and chapters as were promoting and developing 
long-term partnerships. 

The visibility of the business and its value is ensured 
by advertising on social media/Linkedln, posting on 
the AM WA website, and by creating a professional 
website. 

The demand for freelance and contract medical 
writers in Southern California is steady as a myriad 
of small companies would rather contract than hire a 
permanent staff in medical writing. A professional 
who is proactive, diligent and involved, is increasing 
the odds of success. 



Resources and References: 

1 . Alex Padilla California Secretary of State 
(http://www.sos.ca.gov) to get a listing on how to 
start a business, 

2. http://www.dnb.com/duns-number.html 

• Small Business Development Center 
(http://sandiegosmallbiz.com) 

• San Diego Regional Chamber of Commerce 
(http://www.sdchamber.org) National Association 
of Women Business Owners - San Diego Chapter 
( htt p ://www. nawbo-sd.org) 

• SCORE: Service Corps Of Retired Executives as 

an opportunity for an advisory consultation 

(https://sandiego.score.org/chapters/score-san- 

diego) 

• http://www.oldtownsandiego.org/business- 
assistance-organizations 

• NOLO (http://www.nolo.com), versed on legal 
aspects of a business 

• GO-Biz: Governor’s Office of Business and 
Economic Development (http://business.ca.gov) 

• Legal Shield (https://www.legalshield.com), legal 
service for a monthly fee 

Due to the high interest expressed on this topic, the 

AMWA Pacific Southwest chapter is considering a 

workshop on how to start freelancing, in the fall 

2016. 


LAMIA MERABET, BS, MS, MBA, is a Quality 
and Regulatory professional at Arianne Corp., a 
CRO in San Diego, California, where she 
handles international projects in several 
languages. Her career spans clinical research in 
pharmaceuticals, post-market surveillance, and 
regulatory compliance in medical devices. She 
earned her Master of Science in Clinical Pharmacology from 
Henri Poincare University (Nancy, France), and her MBA in 
Healthcare Administration from National University (San 
Diego, California). She is currently preparing for an AMWA 
Certificate in Regulatory Writing. She also volunteers for the 
San Diego Regulatory Affairs Network (SDRAN) Program 
Committee where she broadcasts keynote speakers on 
regulatory trends. She can be reached at 
lamiamerabetvolunteer@gmail.com. 


•SAVE -THE DATE* 

DIA 2016 

52 nd Annual Meeting 


PHILADELPHIA. PA 


JUNE 26 30. 2016 
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AMWA Pacific Southwest Chapter Warmly 
Welcomes Our New Members 


AbJ^s\/yoJc{i/ SaA/wrlcar — Neywbt*ry Parle 
AcLLay SRy — CerrLHry 
Apuircn/Xloy H cui^Ucy rueuri/y — L oy A^yeLey 
OaroLir^ey JoW^oyl/ — Lay Ai^yeLcy 
DoArLcL O'Y-^eft' — La^ Jo-LLoy 
Po-mirylic VJo-Lf- — Sary P Lego- 
FaheoLoy Oaytro- A Lv-ear — PWoeri/n/j A'Z- 
JoyywvLvuxs R adaLcecs — Lay Jo-LLoy 
J&rrAyfer Cb-oiy — Loy Ai^geLey 
LaAArev^t H iMj z4L — C}oLe4vy 
L yuu^y CfrLggU^ — CarfMAMerLay 
Mar Lay Pi wvftwv — LoArtr^e 


Memory daria^rw — Tevwpty, A'Z- 
NajXlMXTy VJt/y — POAspriyj TOAyWOTy 
RaeReL Jo-Rv^ov^ — Cyariyba^L 
SaAMyarjtWay Jcrv^ey — Lay JoLLay 
SWerw^ary Ho- — Yorbay Lirukay 
Swifay MayUurtrOy — Pa&ui&rMy 
So-f>RLoy HourLgary — Lo-ng BeaeMy 

SnsyjaAy ParUcR — C/WaAftdXjir , A'Z- 


Seoul 

South Korea 

Yellow Sea 


Shanqha 


Taiwan 

® 

Hong Kong 


South 
China Sea 


Luzon 


ity 


Philippines 

Visayas 
Palawan Negros 
Mindanao 




List courtesy of Gail Flores, PhD, AMWA Pacific Southwest Chapter membership coordinator. 
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Career Corner 


Medical Writing Open Positions 

Compiled By: Sharyn Batey, PharmD, MSPH 
Employment Coordinator, AMWA Pacific Southwest Chapter 


Medical Writer 

Ambry Genetics, Aliso Viejo, CA 

http://job-openings.monster.com/monster/83d 3884-1 eac-4a76- 
b667722f79fe578f?mescoid=2700440001 001 &jobPosition=8 

Medical Writer, Senior Manager 

Avanir Pharmaceuticals. Inc, Aliso Viejo, CA 

http://chm.tbe.taleo.net/chm04/ats/careers/requisition.jsp?org=AVANIR3&cws=1&rid=814&source=i 

ndeed.com 

Scientific Writer 

City of Hope, Duarte, CA 

http://job-openings.monster.com/monster/594c0047-5695-45a5-98d8- 
f233d6f9c533?mescoid=2700440001 001 &jobPosition=1 7 

Scientific Technical Writer 

Adecco, Irvine, CA 

http://job-openings.monster.com/monster/149752d5-ef8a-4ffd-a1ea- 
b8d6b351 e066?mescoid=2700440001 001 &jobPosition=1 7 

Associate Director, Clinical Writing 

Pfizer. La Jolla, CA 

http://job-openings.monster.com/monster/f749c845-6f5d-40d4-8333- 
1 8f66d74b0b3?mescoid=1 1 00047001 001 &jobPosition=1 3 

Scientific Writer I 

Public Health Institute. Monrovia. CA 
https://www.phi.jobs/postings/3504 

Principal Medical Writer 

Halozvme, San Diego, CA 

http://job-openings.monster.com/monster/a6881 1 91 -7a82-43a2-8969- 
d020637591 54?mescoid=2700440001 001 &jobPosition=1 2 

Medical Writer 

Tocaqen Inc, San Diego, CA 

http://www.biospace.com/jobs/job-listing/medical-writer-352509 

Senior Specialist, Scientific Communications 

Abbott Laboratories Inc, Santa Ana, CA 

http://job-openings.monster.com/monster/70c7bbec-e6c5-4560-87c7- 
92e92fea2e5f?mescoid=2700440001 001 &jobPosition=1 0 

Medical Writing Manager 

Amgen, Thousand Oak, CA 

http://careers.amgen.com/job-en/6236808/medical-writing-mgr-thousand-oaks-ca/ 

Regulatory Writing, Senior Manager 

Amgen, Thousand Oak, CA 

http://careers.amgen.com/job-en/6189343/regulatory-writing-sr-mgr-thousand-oaks-ca/ 
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Scientific Communications, Senior Manager 

Amgen, Thousand Oak, CA 

http://careers.amgen.com/job-en/6428810/scientific-communications-sr-mgr-thousand- 

oaks-ca/ 

Senior Medical Writer - Remote 

MMS Holdings Inc, Thousand Oaks, CA 

http://mmsholdingsinc.applytojob.com/apply/job_201 603241 95943_2AWKLUK7SF9W1 7 V 
R/Senior-Medical-Writer-Remote?source=INDE 

Senior Medical Writer 

Boston Scientific. Valencia. CA 

http://job-openings.monster.eom/monster/ee005a0b-b40b-4966-9b5d- 

88d800494d74?mescoid=2700440001001&jobPosition=14 

Report Coordinator 

Charles River Laboratories, Reno Nevada 

http://job-openings.monster.com/monster/4c93bbaa-3eaa-4cd2-9310- 
bl 0c4061 7c33?mescoid=1 500144001 001 &jobPosition=4 

Medical Writer 

Recruiting for Undisclosed Company in San Diego Area 
Contact Laura Ciminera: Laura@elitesearchgroup.net 

*** 

If you want to share job leads with the members of the Pacific Southwest Chapter, please 
contact Sharyn at employment-coordinator@amwa-pacsw.org. 
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Upcoming Events Calendar 


AMWA Pacific Southwest Chapter lunch (monthly) teleconference 
Occurs First Friday of the month, 12-1 pm Pacific time 

Dial in number: 706-913-1155 

Participant code: 0204157# (or from your iPhone: 706-913-1155,0204157#) 

Sunday, May 15: Brunch with the AMWA Pacific Southwest Chapter in OC! 

Please join us for the AMWA Pacific Southwest Chapter’s inaugural Spring Brunch on May 15, 
201 6 in Orange, CA to leisurely feast, connect and network with your fellow AMWA colleagues in 
Orange County. Every Sunday, Chefs Catering and Events hosts a special, themed buffet 
brunch that showcases a different cuisine in their beautiful banquet room. Culinary themes have 
ranged from Italian, French, Brazilian, and Middle Eastern inspired brunch and lunch items so be 
sure to bring your appetites and business cards! Vegetarian options are available as well. 

Time : lOam-lpm Location : Chefs Catering and Events 

1840 North Tustin Street, Orange, CA9286 (Located across from Home Depot in a small 

shopping center.) (714) 998-4890 

Cost : $1 9.99/meal + tax and gratuity. Refreshments are available a la carte. Purchase meal 
individually at event. 

RSVP : Please contact event sponsor, Eileen Hoshino, at ELai06@gsb.columbia.edu by 
Wednesday, May 11. 

Save the Date! Sunday, June 11, 2016 

Are you interested in learning more about current regulatory operations and best practices 
for medical writers? If so, please join us on Saturday, June 11 for an educational lunch 
presentation given by Antoinette Azevedo. 

In this presentation, Antoinette will describe the latest eCTD mandates from the FDA, the 
standardizing of content through template use, and best practices for MS Word and conversions 
to PDF. 

Antoinette Azevedo is an independent consultant who has extensive experience advising life 
sciences companies on solutions for regulatory publishing and document management. 

More information and registration details will be available soon. 

Date: June 11, 2016 
Time: 11:30 am - 2:30 pm 

Location: Carlsbad by the Sea, 2855 Carlsbad Blvd, Carlsbad, CA 

Save the Date! September 2016 

AMWA Pacific Southwest's 2016 Annual Medical Writers' Toolbox Symposium 
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SD 

CRN 

San Diego Clinical Research Network 



Transforming Clinical Trials Using Mobile Technologies 

May 9, 2016. 5:15*7:30 p.m. 
at BD (formerly CareFusion) in San Diego 


Unlocking Access: How Mobile Technology Accelerates Discovery 

Noah Craft, CEO and Co-Founder 

Science <13 

Reimagining Clinical Research ~ 


mHealth: Where has it Been, and Where is it Going. 

Kim Tyrrell-Knott, Partner 

EPSTEIN 

BECKER 

GREEN 

REGISTER; 

http://www.sdran. 0 rg/#! events-and-seminars/vstcl=mav-9,-2016-sdran- 
sdcrn-joint-mtg . 

Questions? Contact Teresa Gallaghertcgallagherr@gmail.com 


POSTSCRIPTS | VOL 6, NO. 43 | MAY 2016 83 



Backpage 


Limerick 

Do you know that May 12 th is National Limerick Day? 



It was King Edward Lear who popularized limericks in his Book of Nonsense. The National Limerick Day is 
celebrated to honor King Lear, whose birthday falls on May 12, and is a good excuse to try your poetic tendencies. 
A limerick follows the rhyming scheme AABBA. 


Readings 

Wikipedia: Limerick 
http://www.iear200.com/ 



There was aa old lady of France, 
’Who taught little ducklings to dance; 
When she said, ’'Tick-a-tackt” 
they only said, "Quack!” 

Which grieved that old lady of France. 


laarSOQ.oom 
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